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& New Criteria D Revision of Existing Criteria

Executive Summary

. Ensure appropriate utilization and control of Onfi® (clobazam
Purpose:
tablets).
Onfi® is a branded drug product containing clobazam indicated for
the adjunctive treatment of seizures associated with Lennox-
Gastaut syndrome (LGS). LGS is a severe form of epilepsy
usually beginning before four years of age. Seizure types include
tonic, atonic, atypical absence, and myoclonic. As children with
Why was this LGS grow older, the seizure types change. Some children have
Issue developed normally when LGS begins, but then lose skills,
Selected: sometimes dramatically, due to uncontrolled seizures. By age six,
most children with this syndrome have some degree of mental
retardation. Behavioral problems are also common, ranging from
hyperactivity to autistic behaviors. Treatment of LGS includes a
variety of anti-epileptic medications. Onfi® provides an additional
treatment option for LGS.
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Setting & Population
e Drug for review: Onfi® (clobazam tablets)
e Age range: Patients 2 years of age and older

e Gender: Male and female

Approval Criteria

e Appropriate diagnosis (Lennox-Gastaut Syndrome)
o Generalized nonconvulsive epilepsy 345.0
0 Generalized convulsive epilepsy 345.1

e Appropriate age of patient
o 2 years of age or older

e Documented compliance on current therapy regimen

Denial Criteria

e Lack of appropriate diagnosis
e Patients younger than 2 years of age
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